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1 his Appuccition tof P>3Ujnt \'<icu-. Adjj-ota^e-u !S timely filed within two months of the 
issuanco of U.S. Patent No. 7.557,105 on July 7, 2009, 

% Fee 

As required by 37 0:.RR. § 1>705|fe)(1) ahd (d), please ehar0e Depost Ae<;oum NQ. 19- 
0314 im $ 200.Q0 to cover the required fee (as defined in 37 C.F.R, 1 1 , 18(e)), f^lease eharge 
any deficlencjes or any attdftiohal fe^s to In rMpcinSe Ip this request to Dfepdsit Acfcoutit 19- 
0314. 

II. Statement of the Facts Involved 
A^ Correct Patent Term Adj ustment 

U.S. Patent No, 7,557,105 Issued on July 7, 2009. indicating a patent tenn adjustment of 
330daySv 

Patentee has caScufated a patent tenti adjustment of 360 days under 3S U.S.C. 
§1 54{b.){ 1 }(B) or 748 days under the W yeth v. Dmias decision based on the following facts: 



1. 36g Da» FTA 

(ai This patent is based on afdins under 35 USC 371 of PCI app«cation PCT/EP03/00613. 

(b) The Tfansmittal Letter to the United States Dfesisnat^.a- Eiecteci -jfiV-e r30/EO/US) 
C;onr;erning a Filing Under 35 USC §371 {fom PTO-13vO r.'OD; .vas rnaiieci by Express Mas! 
with an appropnate certificatson on Juiy 22, 2004, Thus, July 22, 2004 is the actuai filing date of 
the appiicatson from wiiich U S. Patent No. 7,657 105 issued, and the appiicaliof-! was pending 
for three years as of July 22, 200?, Patentee notes that .Aprii 20 2006, the 37 Kc} dats, appears 
on the patent term adjustment cafcuiatso}) found on Pubhc PAiR, a copy of whicJ^ is attached. 

(c) The 35 U.S.C. §154(i3K1){S) period began on Jufy 22, 2007. and ended with the issuatwe of 
the patent on JuSy 7, 2009: a period of &»S days, 

(d) Applicant delay during prosecution totaling 178 days occurred after July 22, 200T, This 
defay is: based an: 

(i) an S6 day deiay when tespofKtinu or. May i;.- 2!;!Q3. to the Non- Final Rejection 
mailed NoveiTiber IS. 2007; and 

(li,) a &2 day delay wiien filing a Notice of Appeal on February 1 1 , 2009. in response to 
th«s Finaf ReiectioR mailed on Augygt 11 , MBM:. 

(e) Thus, in accordance with 36 U.S..C, § 154(b)(1 KB), this patent is entitled to a patent ternt 
adiustment of 360 days;. 

2. 748 Day PTA 

(a) Wveth v, Dudas . 2008 U.S. Dist LEXIS 76063 {D.D.C 2008), the District Court of the 
District of Cotumbsa addressed the United States Patent and Trademark Office (USPTO) 
interpretation of 3S U,S,.C. §164(b)(2), Tt^ Court granted summary iud^ment in favor of Wyeth, 
determining that the USPTO misconstrued the first 5e^^ter^ce of 35 U,S,C, §154(b)i2){A), and as 
a result, improperly denied Wyeth a portion af patent term to which Wyeth was entitled under 35 
U S.C. §1M. 

In the Qpirsion, the Court stated that "the PTO's view is that any administrative delay under 
§1g4(b)(1)|A) overiaps any 3-year maximum pendency delay under § 154(b)(1)(B); the applicant 
gets credit for 'A delay' or for "B deiay ' wh:;.;!'!-.vve^ i?; ^a.'i-iir but neve *■ b." However, Plaintiff 
Wyeth argued that thi3 §154(bK1){A) and §154{P)(i;hB) penod ovedap r^niy if ti"5ey occur on the 
same calendar day or days The Court determined that Wyeth's corjstruction of § 1 54(b)(2) was 
correct, 

»2:- 



SiiT^ply pul the hoiding of the Court 5s that the exciuded overlap recited in the first sentence of 
35 U.S.C. §154(b)(2,KA) only occurs if a 35 U.S.C §154(bK1KA) period and a 35 U,S.C: 
§154{b)(1)(B) period run concurreolJy. As such, a patent holder is entitled to recoup the 36 
U.S.C. §154(b)(1){A) period that falls outside of the 35 U.S.C. §1 54(bK1 .)(B) period in addition to 
the 35 U,S.C. § 154(bK1KB) period W 

ibt For the reasons discussed above, the cericd under 35 U.S.C. §15^{b)(1 ,!(B) is 53S days. 

(c) The J5 J S C §154(b~)n }(A! penod begins June 29, 2006. the date tnat 's fourteen months 
after the 37 1 (c) 63{>~, and ends on November 19, 2007, the mailing date of the Non-Final 
Rejection; a period of 508 days. 

(d) Under Wyeth v, Dudas, total PTO defay is the sum of the delays under 35 U.S.C. 
§154(b)(1){A) and <S), which ss 538 days plus 508 days for a total of 1046 days. 

(e) The during the period from July 22, 2007 to Novenriber 19, 2007, the delays under 35 U.S.C. 
§1 54(b)(1 KA) and (B) fall on the same calendar days. The sum of the delays Is adjusted in 
accordance wAh 36 U.S.C, §154{b){2)(A) by subtracting this 120 day period, making the totai 
PTO delhsy ^^fi ciny^, 

(f'i The B2G days m further adjusted by &uh'Jfac{sng 1 ."B days, for the .Applicant delays set tofth in 
paragraph 1(d) above. 

(g) Thus, the PTA calculated based on ti^ Wyeth v. Dudas ruling is 746 days. 

Patentee requests for the PTA to be corrected to 748 days in accordance with the V^yeth 
V. Dudas decision for the reasons set forth in section A (2) atsove. Patentee understands that 
the ruling in Wyeth v. Dudas has been appealed. Therefore, aStematively. Patentee requests for 
the PTA to be corrected to 360 days for 8ie reasons set forth in section A ( i ) above in the event 
that the distf iet oouft decision is reversed on appeal in the event tt)at the district oourt decision 
is modified on appeal in a manner ihm provides tor a different PTA, Patentee requests for the 
PTA to be adjusted in accordance with the court dedsion. 

B. Terminal Diselabnsff 

The above-identlSed patent not subject to a Terminal Disclaimer, 



ReasowsbJe Efforts 

Any appijcant delays under 37 C.F.R, §1.704 am set forth above. Ttere were no other 
circumstances constituting a failure to engage in reasonabie efforts to cottciude processing of 
examinatjon of the above-identified applicatton, gs set forth in 37 CF.R. §1 .704. 



Resjx'cWul'y buh r\ tied 



Novartis Pharmaceutfcate Corp. " 

Patents Pharma George R Oohmann 

One Health Plaza. BuiWmg 104 Attorney for Applicants 
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